I N THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

THE QUI GLEY CORPORATI ON : ClVIL ACTI ON
V. :
GUMTECH, INC. et al. : NO. 99-5577
VEMORANDUM
Dal zel I, J. March 9, 2000

The Quigley Corporation ("Quigley") has sued Guniech,
Inc. and ot her associated entities (collectively, "QuniTech")
al l eging infringenent of a patent for a renedy for the conmon
cold. W now consider the defendants' notion for sunmary
judgnment ', which argues that clains nade during the prosecution
of the patent bar a finding of infringenent agai nst defendants

here.

| . Backgr ound

While there is sharp dispute surroundi ng the extent of
the patent at issue here, the circunstances |eading up to the
current conflict may be set forth briefly. In March, 1985, the
Patent and Trademark O fice ("PTO') issued to CGeorge A Eby, 111,
U S Patent No. 4,503,070 (the "'070 patent"). In Novenber 1990,

after a prolonged prosecution? the PTO issued reissue patent No.

'Because the issues addressed are potentially
di spositive, defendants filed the instant notion soon after their
Answer to the Conplaint, followng a scheduling conference with
t he Court.

The initial application for the reissue was made in
April 1986. In fact, it would appear that the process surrounding
the original '070 patent was equally drawn-out: prior to the
successful prosecution of the '070 patent, M. Eby had abandoned
(continued...)



Re 33,465, for a "Method for Reducing the Duration of the Comon
Col d", which is the patent we are concerned with here (the "'465
patent”). \Wile the precise boundaries of the patented invention
are in contention, we may say by way of introduction that the
patent involves the application of zinc conpounds to virus-
infected tissues to reduce the synptoms of the common cold. ®

In the Fall of 1996, M. Eby licensed the '465 patent
to Quigley, under the terns of which license Quigley is the sole
di stributor of cold remedy products falling under that patent. *
Qui gl ey now markets a group of products using the patent, under
the trademark "COLD- EEZE". These products are evidently al
applied to the nmouth in, for exanple, the forns of |ozenges or
chewi ng gum @unifech al so manufactures a product intended to
relieve the synptons of the common cold, under the trade nane of
ZICAM ZICAMis a "nasal gel" containing "zincum gluconiuni as

its active ingredient, which is admnistered into the nose by the

2(...continued)
two patent applications for simlar inventions. Though
def endants have provided the PTO files for these abandoned
applications as Exhibits Cand Dto their notion for sunmary
judgnent, it does not appear that these applications have direct
i npact on the current notion except insofar as they were
referenced essentially as prior related applications in the
applications for the '070 and ' 465 patents.

Sevidently, zinc conpounds may inhibit the replication
of the cold virus.

I'n accord with the various defenses asserted in the
Answer, GuniTech avers that Quigley's ownership of the patent and
the validity of the patent, anmong other facts, remain in dispute,
but defendant has, for the purposes of its notion, assuned these
in the favor of the plaintiffs since they are not material to
this notion. W will do the sane.
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nmeans of a nasal punp. See Ex. B, Pl."s Brief in Qop'n to Defs.'
Mot. for Summ J., ZI CAM Packagi ng and I nstructions.

Qui gl ey has sued GuniTech for patent infringenent,
claimng that ZICAMis covered by one or nore of the clains in
the '465 patent. Following our initial scheduling conference,
Gunmrech filed the instant notion as a neans of allow ng us
imediately to resolve its affirmative defense that the argunents
M. Eby nmade to the Patent O fice during the prosecution of the

' 465 patent® estop a finding that ZICAMinfringes that patent. °

1. Analysis’

°As wel | as the precursor '070 patent.

5This was asserted as Qunifech's First Affirmative
Defense in the Answer, see Ans. 1 24-49.

A summary judgnent notion should only be granted if we
conclude that "there is no genuine issue as to any material fact
and that the noving party is entitled to judgnent as a natter of
law," Fed. R CGv. P. 56(c). In a notion for summary judgnent,
the noving party bears the burden of proving that no genui ne
issue of material fact is in dispute, see Matsushita Elec. Indus.
Co. Ltd. v. Zenith Radio Corp., 475 U. S. 574, 585 n.10 (1986),
and all evidence nust be viewed in the Iight nost favorable to
t he nonnoving party, see id. at 587. Once the noving party has
carried its initial burden, then the nonnoving party "nust cone
forward with 'specific facts showing there is a genuine issue for
trial,"" Mtsushita, 475 U S. at 587 (quoting Fed. R Cv. P
56(e)) (enphasis omtted); see also Celotex Corp. v. Catrett, 477
U S. 317, 324 (1986) (holding that the nonnoving party nust go
beyond the pleadings to show that there is a genuine issue for
trial).

The nere existence of some evidence in support of the
nonnmovi ng party will not be sufficient for denial of a notion for
summary judgnent; there nust be enough evidence to enable a jury
reasonably to find for the nonnoving party on that issue, see
Anderson v. Liberty Lobby, Inc., 477 U S. 242, 249 (1986).
However, we must "view the underlying facts and all reasonable
i nferences therefromin the |ight nost favorable to the party

(continued...)




A. Pertinent Patent Law St andards

The parties’ argunents invoke a nunmber of distinct
| egal standards. It will aid the analysis to outline these

standards at the outset.

1. Literal Patent Infringenent

"To prove literal infringenent, the patentee nust show
that the accused device contains every limtation in the asserted
clains. |If even one limtation is mssing or not net as cl ained,

there is no literal infringenent." Elkay Mqg. Co. v. EBCO M g.

Co., 192 F.3d 973, 980 (Fed. Cir. 1999) (quoting Mas-Ham |ton

Goup v. LaGard, Inc., 156 F.3d 1206, 1211 (Fed. G r. 1998)).

"An infringenent analysis entails two steps. The first step is
determ ning the nmeani ng and scope of the patent clains asserted
to be infringed. . . . The second step is conparing the properly
construed clains to the device accused of infringing." Markman

v. Westview Instrunents, Inc., 52 F.3d 967, 976 (Fed. Cir. 1995)

(citation omtted). Wth respect to the first step, "the court
has the power and obligation to construe as a matter of |aw the
nmeani ng of | anguage used in the patent claim As such, a patent
covers the invention or inventions which the court, in construing

its provisions, decides that it describes and clainms.” Mrknan,

~

(...continued)
the notion." Pennsylvania Coal Ass'n v. Babbitt, 63 F.3d
(3d Cir. 1995).




52 F.3d at 979 (internal quotation marks omtted). ® Therefore,
to the extent that the dispute here "turns solely on the | egal
guestion of the proper construction of the clains,” it is

anenable to sunmary judgnent. Mntech Envtl. Corp. v. Hudson

Envtl. Servs., Inc., 152 F.3d 1368, 1371 (Fed. G r. 1998).°

In ascertaining the neaning of clains, we may consi der
the clainms, the specification, and the prosecution history from
the patent record itself. This "intrinsic" evidence is the nost
"significant source of the legally operative neani ng of disputed

claimlanguage.” Vitronics Corp. v. Conceptronic, Inc., 90 F. 3d

1576, 1582 (Fed. Cir. 1996). In addition, we may in sone

ci rcunst ances consider "extrinsic" evidence, such as "expert

testinony, including evidence of how those skilled in the art

woul d interpret the clains,” Mirkman, 52 F.3d at 979, as well as

dictionaries and | earned treatises, see id. at 980-81. W now

detail further the use of these sources in interpreting clains.
We first ook "to the words of the clains thenselves,

bot h asserted and nonasserted, to define the scope of the

8var kman' s hol ding that clai mconstruction was a matter
for the court to decide, rather than for the jury, resolved prior
i nconsistencies in the Federal Crcuit's jurisprudence, see
Mar kman, 52 F.3d at 979, and was affirmed by the Suprenme Court,
see Markman v. Westview Instrunents, Inc., 517 U. S. 370, 116 S.
Ct. 1384 (1996).

O course, to the extent that once we have conpl et ed

the claimconstruction there are still factual issues
out standi ng, then the standards for summary judgnent discussed in
note 7 will conme into play. That is, even after we determ ne, as

a matter of law, what it is that the '465 patent covers, we still
need to answer the question of the existence of disputed issues
of material fact as to whether ZICAMin fact infringes.
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patented invention.” Vitronics, 90 F.3d at 1582. Cenerally,
words in the clains are "given their ordinary and customary

meani ng", though a neaning other than the ordinary one may be
used "as long as the special definition of the termis clearly
stated in the patent specification or file history." [d. (citing

Hoechst Cel anese Corp. v. BP Chens. Ltd., 78 F.3d. 1575, 1578

(Fed. Cir. 1996) and Hornone Research Found., Inc. v. Genentech,

Inc., 904 F.2d 1558, 1562 (Fed. Cir. 1990)).

Second, we exam ne the specification, which contains a
"witten description of the invention that nust enable one of
ordinary skill in the art to make and use the invention."
Mar kman, 52 F.3d at 979. Cains are read in light of the

specification, of which the clains are a part, see Mrkman, 52

F.3d at 979, and we "review the specification to determ ne
whet her the inventor has used any terns in a nmanner inconsistent
wWith their ordinary neaning. The specification acts as a
dictionary when it expressly defines terns used in the clains or
when it defines terns by inplication.” Vitronics, 90 F.3d at
1582. However, "[t]he witten description part of the
specification itself does not delimt the right to exclude. That
is the function and purpose of clains.” Mirkman, 52 F.3d at 980.
Third, we may consider the patent's prosecution history

ininterpreting the clains, see Vitronics, 90 F.3d at 1582;

Mar kman, 52 F.3d at 980 ("The court has broad power to | ook as a
matter of law to the prosecution history of the patent in order

to ascertain the true nmeaning of |anguage used in the patent

6



clains."). The prosecution history is the conplete record of

proceedi ngs before the PTO and includes, inter alia, express

representations the applicant nmade regardi ng the scope of the

clains. See Vitronics, 90 F.3d at 1582. Moreover, we may al so

consider prior art cited within the history, see id. at 1583. On
the other hand, "[a]lthough the prosecution history can and
shoul d be used to understand the |anguage used in the clains, it
too cannot enlarge, dimnish, or vary the [imtations in the
clains." Markman, 52 F.3d at 980 (internal quotation marks
omtted).

Finally, "[t]he court may, in its discretion, receive
extrinsic evidence in order '"to aid the court in comng to a
correct conclusion' as to the '"true neaning of the |anguage
enpl oyed' in the patent." Mrkman, 52 F.3d at 980 (quoting
Seymour v. Osborne, 78 U.S. (11 wall.) 516, 546 (1871)).

"Extrinsic" evidence is anything outside of the patent and its
prosecution history, to include expert and inventor testinony,
dictionaries, and |l earned treatises, and can also be used to help
explain scientific principles and to denonstrate the prior art at

the tinme of the invention. See Marknman, 52 F.3d at 980.

Agai n, however, "[e]xtrinsic evidence is to be used for the
court's understanding of the patent, not for the purpose of

varying or contradicting the terns of the clains," id. at 981.

2. The Doctrine of Equival ents




Under the doctrine of equivalents, "an accused product
that does not literally infringe a claimmay infringe "if it
perforns substantially the sane function in substantially the

same way to obtain the sane result.'" Becton Dickinson & Co. V.

C. R Bard, Inc., 922 F.2d 792, 797 (Fed. Cr. 1990) (quoting

G aver Tank & Mg. Co. v. Linde Air Prods. Co., 339 U S. 605, 608

(1950)). This doctrine "nmust be applied to individual elenents
of the claim not to the invention as a whole" because each
el ement of the claimis "deened material to defining the scope of

the patented invention." MWarner-Jenkinson Co. v. Hilton Davis

Chem Co., 117 S. C. 1040, 1049 (1997). "Whether an el enment of
t he accused device is equivalent to a claimlimtation depends on
"whet her the substitute el ement matches the function, way, and
result of the clained elenment, or whether the substitute el enent
plays a role substantially different fromthe clained elenent.""

Tronzo v. Bionet, Inc., 156 F.3d 1154, 1160 (Fed. C r. 1998)

(quoting Warner-Jenkinson, 117 S. C. at 1054). Infringenent

under the doctrine of equivalents is a question of fact, and thus
is for the jury, but there are several legal Iimtations on the

doctrine that remain within the court's province. See K-2 Corp.

v. Salonmon S. A, 191 F.3d 1356, 1366 (Fed. Gr. 1999). *°

“The doctrine of equivalents "exists in some tension
with other core tenets of patent |aw, perhaps nost notably the
requi renent that the patentee particularly point out and
distinctly claimthe subject nmatter which the applicant regards
as his invention," and for this reason the doctrine is subject to
legal limtations. K-2 Corp., 191 F.3d at 1366 (quoting 35
USC § 112 T 2).



The first conceptual limtation to which the doctrine
of equivalents is subject is exactly that the doctrine is indeed
limted. The doctrine "cannot allow a patent claimto enconpass
subject matter that could not have been patented; nor can it be
used to ignore the actual |anguage of the patent."” K-2 Corp.,
191 F.3d at 1367. Thus, for exanple, the doctrine of equivalents
cannot allow a patent to expand to include things in the prior
art or obvious variations of the prior art, nor can the doctrine
"vitiate an elenent fromthe claimin its entirety," since each
elenent is naterial to the extent of the claim Id.

"The second conceptual limtation on the doctrine of
equivalents is the idea that the patentee nmay not use the
doctrine to recover subject matter that has been surrendered.”
Id. Thus, if the prosecution history shows that the inventor
relinqui shed subject matter by anmendnment or argunent, this
subj ect matter cannot be brought back into the patent through the
doctrine of equivalents, see id."™ Wth respect to this,
particul ar subject matter that is disclosed in the specification
but not clained is deened to have been surrendered, see id. at
1368.

Havi ng mapped out the legal rules to guide us in our
endeavor here, we now turn to the analysis of the facts before

us.

“Thi s "prosecution history estoppel"” is thus a second
use of the prosecution history, the first being its use as an aid
to interpreting the | anguage of the claimduring literal
i nfringenent anal ysis.
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B. Is the '465 Patent Infringed?

1. Literal Infringenent

a. Caimlinterpretation

Clearly, our analysis nust begin with an exam nation of

t12

t he | anguage of the disputed clains. The independen cl ai ns of

the ' 465 patent are:

1. The method of adm nistering an agent to
reduce duration of conmon cold synptons in
humans, whi ch includes reducing the duration
of nasal drainage, nasal congesti on,
headache, fever, nyal gia, sneezing, sore
throat, scratchy throat, cough, and
hoar seness when such synptons evince
exi stence of a common col d, conpri sing:

applying, in the formof a | ozenge, zinc
gl uconate to the oral nucosa of a human in
need of treatnent;

permtting zinc to renmain in contact
Wi th the nmucosa for a period of tine
necessary for |ozenges to dissolve;

and appl yi ng additi onal dosages of zinc
until the synptons have di sappear ed.

4. A nethod for treating the comon cold
conpri si ng:

(a) applying an effective dosage of zinc
gl uconate to the oral nucosa of a human in
need of treatnent;

(b) permtting the zinc thereof to
remain in contact with the oral nucosa for a
period of tinme necessary for it to saturate
t he oral nucosa; and

(c) applying additional dosages to [ sic]
zinc gluconate in like fashion until the cold
has been treated.

A claimin dependent form shall be construed to
incorporate by reference all the limtations of the claimto
which it refers.” 35 US.C § 112. "One may infringe an
i ndependent clai mand not infringe a claimdependent on that
claim The reverse is not true. One who does not infringe an
i ndependent clai mcannot infringe a claimdependent on (and thus
containing all the limtations of) that claim" Whpeton Canvas
Co. v. Frontier, Inc., 870 F.2d 1546, 1552 n.9 (Fed. G r. 1989).

11



18. A nethod for treating synptons conmonly
associated with the comon cold, the synptons
i ncl udi ng nasal drai nage, nasal congesti on,
headache, fever, nyal gia, sneezing, sore
throat, scratchy throat, cough or hoarseness
to reduce the duration or severity thereof
conpri sing:

(a) applying an effective dosage of zinc
gl uconate to the oral nucosa of a human in
need of treatnent;

(b) permitting the zinc thereof to
remain in contact with the oral nucosa for a
period of time necessary for it to saturate
t he oral nucosa; and

(c) applying additional dosages of zinc
gluconate in like fashion until the severity
or duration of the synptom has been reduced.

Ex. E, Defs.' Mot for Sunm J., U S. Patent No. Re. 33, 465.

Wth respect to Caiml, we first observe that one of
the elenents of the claimis that the cold renedy be applied "in
the formof a | ozenge". As discussed above, literal infringenent
is found only where each and every limtation of the claimis

found in the accused device, see Elkay Mqg., 192 F.3d at 980.

Here, there is no dispute that ZICAMis not dispensed in | ozenge
form and thus an allegation of literal infringenent as to Caim

1 nmust fail.?®

BQuigley focuses its argunment regarding |iteral
infringenment on Claim4, and thus it appears that this finding
with respect to daiml is not disputed. Mreover, as Cains 2
and 3 are dependent on Claim1, our finding that there is no
literal infringenent of Claim1 neans that there is no literal
infringenment of Caim2 or 3, either.

12



Clainms 4 and 18" present a harder question, because
t hey do not appear to specify the nmethod of delivery for the zinc
compound. *® However, Cains 4 and 18 do specify that the zinc
conmpound is to be applied to the "oral nucosa,” and on this point
the parties differ. Gumlech argues that because its product is a
"nasal gel" that is "applied intranasally", it sinply cannot be
said to apply a dose of zinc gluconate to the oral nucosa, and
that, in addition, the nasal gel does not in any event remain in
contact with the oral nucosa for a period of tinme sufficient to
saturate the oral nmucosa, as is required by the second el enent of
the claim In support, Gumlech offers the declaration of Gary
Kehoe, president of GunfTech International, who states that "The
ZI CAM nasal gel accused of infringenent is not applied to the
oral nmucosa." Decl. of Gary Kehoe f 3. Gumrlech al so cl ains that
statenments M. Eby nade in the process of prosecuting the '465
patent foreclose the application of that patent to "any nethod or
product where zinc conpounds are applied to the nasal nucosa,
i.e., applied intranasally."” Defs.' Brief in Supp. of Mt. for
Summ J. at 12.

“I't is worth noting that Clainms 4 and 18 were added to

the patent during the reissue process, while CCaiml was in the
original '070 patent. To the extent that M. Eby's efforts to
obtain a reissue patent were neant to broaden the scope of the
pat ent ed device, these two clains represent sone of the fruits of
that effort.

*There does not appear to be dispute that the "zincum
gl uconi unt present in ZICAMis in fact zinc gluconate, the
subject matter of the '465 patent.
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In response, Quigley argues first that ZI CAM s nasal
gel does indeed reach the "oral nucosa". Quigley notes that
ZICAM s instructions direct the user to blow his nose before
punping in the gel, which, Quigley avers, results in the gel's
application to the oral nucosa. Quigley also offers an affidavit
by Dr. Andrew Gol dberg, MD. ', stating his opinion that ZI CAM
"delivers its spray gel to the user in such a way as to result in
t he application of zinc gluconiumto the oral nucosa as that term
is defined in United States Patent No. Re. 33,465." Ex. E, Pl.'s
Qop'n to Defs.' Mdt. for Summ J., Affidavit of Dr. Andrew
Gol dberg, MD. T 4 (hereinafter "Gol dberg Affidavit"). '

An Ear, Nose, and Throat specialist at the Hospital
of the University of Pennsyl vani a.

"Qui gl ey also argues that ZI CAM nust work on the oral
mucosa because Gumlech has in the past cited studies involving
the application of zinc conmpounds to oral nmucosa to support
ZICAM s efficacy. |In particular, Quigley cites several letters
from GQunifech's counsel to the National Advertising Division of
the Council of Better Business Bureaus (the "NAD'). This
organi zation is an industry self-regulation group that oversees
clainms made in national advertising, see Pl.'s Opp'n to Defs.'
Mt. for Summ J. at 8 n.9. In the Fall of 1999, Quigl ey,

t hrough the NAD, "chal |l enged” the clains made regardi ng ZI CAM s
effectiveness. 1In response to this challenge, Guniflech's counsel
sent (at least) two letters, totaling thirty-seven singl e-spaced
pages, to the NAD, which argued, in part, that the content of

ZI CAM s advertising was proper, see Exs. C& D, Pl.'s Gpp'n to
Defs.' Mot. for Summ J., Ltrs. fromGury L. Yingling, Esq. to
Andrea C. Levine, Esqg. of Cct. 20, 1999 and Nov. 30, 1999.

Quigley's challenge, in part, clainmed that Gunlech
relied on only one study to docunent ZI CAM s effectiveness. In
reponse to this, Gunmlech argued that ZICAM s effectiveness was
supported by various studies of the effectiveness of zinc
conmpounds on cold synptons, as well as by the Honeopathic
Phar macopei a of the United States (the "HPUS') and honeopat hic
experts. Quigley points out that several of the studies cited by
Gumlech were studi es supporting the effectiveness of zinc

(continued...)
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Quigley argues further that ZICAMis designed to remain
in contact with the oral nucosa for a period of tine sufficient
for it to saturate that nucosa, the second element of Cains 4
and 18. Quigley points to ZI CAM s packagi ng, which refers to a
"constant release and | ong-|asting suspension of its active

ingredient", Pl.'s Opp'n to Defs." Mdt. for Summ J. at 16.

(... continued)
conpounds applied to the oral nucosa, and that one of these was
in fact Quigley's own study supporting the efficacy of COLD EEZE.
Qui gl ey then argues that "GUMIECH s assertion that these studies
support ZICAM s efficacy can only nean that GUMIECH knows t hat
ZI CAM del i vers zinc gluconate to the oral nucosa" and that
consequently ZICAMinfringes on the '465 patent. Pl.'s Qop'n to
Defs." Mot. for Summ J. at 9.

We do not agree that the citation of these studies
anounts to an adm ssion that ZI CAM works on the oral mucosa, nor
that it creates an inference to that effect. For one thing,
Gumlech's letter citing the studies goes on to say that "[wlhile
these three studies tested zinc in the formof a | ozenge, the
data fromthese studies can certainly be extrapolated to support
the use of zinc generally in the treatnent of the common col d.
This is so especially inlight of the fact that it appears to be
a wel |l -accepted theory that zinc ions would be nost effective in
treating the comon cold if applied directly to the nasal
cavity." Ex. D, Pl."s Opp'n to Defs.' Mt. for Sunm J. at 17.
It is clear fromthe context that Gumlech acknow edges that ZI CAM
does not fall within the direct anbit of the studies, and al so
that there is a clained distinction between the subject of the
studies -- |ozenges -- and ZICAM s application to the "nasal
cavity"

Mor eover, that GunilTech m ght seek to rely upon the
studies of oral applications to support a nasal product is
supported by the fact that elsewhere in its letter GuniTech avers
t hat under the practice of honmeopathic nmedicine -- and ZICAMis a
"homeopat hi ¢" product according to its labelling -- once an
i ngredi ent has been "proved" and listed in the HPUS, the form of
dosage does not matter. Ex. D, Pl.'s Opp'n to Defs.' Mit. for
Summ J. at 4-5. Therefore, it is not surprising that GunTech
woul d argue that studies about the oral application of zinc would
equal Iy provide support for the nasal application of the same
substance. W cannot therefore infer from Gunlech's citation of
t hese studies that ZI CAM nust operate on the oral nucosa or take
this citation to be an adm ssion of such a fact.
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Finally, Qigley clains that ZICAMs instructions for use
(directing repeated application of ZICAM including the use of
ZICAM for a forty-eight hour period after synptons subside) fall
under the |ast elenent of Clains 4 and 18, which discloses the
application of additional doses "until the cold has been
treated.”

As with Caim1l, our analysis of the scope of Clains 4
and 18 nust begin with their |anguage. An obvious initial
guestion is the nmeaning of the term"oral" used in the claim
The "ordinary and customary" neaning of "oral" would appear in
this context to be "of or pertaining to the nouth, as a part of

the body." X The Oxford English Dictionary 886 (2d ed. 1989)

(def. 3(a)). However, in the specification of the '465 patent,
"oral nucosa" is defined as the "lining of the nouth, tongue, and
throat," U S. Patent No. Re. 33,465 at col. 3 line 44, and

since, as noted above, the specification my serve to provide
definitions of terns used in the clains, we find that this is the
proper definition of "oral nucosa" for the purpose of

interpreting the claim?® |In particular, we note here that the

¥Inits pleadings, Quigley states that "[t]he ' 465
Pat ent di scl oses and clains application of zinc gluconate to the
"oral' or 'pharyngeal' mucosa . . . further defined in the
specification as the '"lining of the nouth, tongue and throat.'"
Pl.'s Opp'n to Defs." Mt. for Summ J. at 4. As noted in the
text, we agree with the use of the definition fromthe
speci fication, but we would note that this is not given in the
specification as a definition for "pharyngeal" nucosa. |In fact,
"pharyngeal * mucosa woul d appear to be distinct from"oral"
mucosa because the "Detail ed Description of the Invention" in the
speci fication states "Such nethod involves adm ni stration of .
(continued...)
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patent's definition of "oral nucosa" clearly excludes nasa
menbranes fromthe patent clains. Thus, to the extent that ZI CAM
infringes the '465 patent, it nust result fromits application to
the oral nucosa. As the parties dispute whether it is so

applied, we will discuss this nore bel ow.

Qur next step in interpreting the | anguage of the claim
is to exam ne the prosecution history to find if that history
further illum nates the "true neani ng" of the '465 cl ai ns.

During the prosecution of the '465 patent, the exam ner on March
4, 1988 rejected all of the pending clains as obvious wth
respect to prior art and wth particular reference to the art

taught in, inter alia, the Mddern Drug Encycl opedia®, which

includes a listing for an "aqueous solution of zinc borate 2%
For use as astringent, decongestant in common col ds.

Applied by spray . . . 4 to 10 drops in each nostril or eye,

8. .. continued)
zinc conmpounds . . . to oral, pharyngeal and/or nasal mucosa
menbranes.” U. S. Patent No. Re. 33,465 at col. 2 |lines 62-65.
The pharyngeal nucosa is therefore not part of the patent clains,

whi ch nmention only "oral”. W note for reference that the
pharynx -- which, again, is an area of the body not part of the
clains here -- is "The cavity, with its encl osing nuscles and

mucous nenbrane, situated behind and conmuni cating with the nose,
nmout h, and | arynx, and continuous bel ow with the oesophagus;

form ng a passage fromthe nouth for the food and drink, and from
t he nasal passages for the breath.” X The Oxford English
Dictionary 664 (2d ed. 1989).

Two different versions of this work are referenced.
The examner lists it as "ed. by Gutrman or Howard", and an
exam nation of the file contents reveal s photocopi ed extracts of
both an edition edited by Jacob Gutrman and a later sixth edition
edited by Marion E. Howard. There are no naterial differences
between the pertinent entries in the two versions.
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several tines daily." Mdern Drug Encycl opedia 1168 (Marion E

Howard ed., 6th ed. n.d.).
Subsequently, M. Eby, through counsel, filed a
response with the PTO that sought to distinguish his invention

fromthe art taught in the Mddern Drug Encyclopedia.® This

response contains a nunber of statenments that GuniTech alleges to
be of signal inportance in defining the limts of the scope of
the '465 patent's clains. M. Eby stated to the PTO that:

For exanple, Mdern Drug appears to indicate
utility only in connection with application
to the nostril or eyes, and then only as an
astringent or decongestant. However, M.
Eby's invention is directed to the
application of zinc ions to the oral nucosa,
and excludes application to the nasal or
opthal m ¢ nenbranes. This is based on M.
Eby's finding that application of ionizable
zinc to the oral mucosa is an inportant
aspect of the invention. By suggesting
application to the nasal nmenbrane or eyes,
Modern Drug in fact teaches away fromthe

i nvention by teaching routes believed to be
i noperative.

Ex. F2, Defs.' M. for Summ J., Ceorge Andrew Eby |1l Response
to Oficial Action Miiled March 4, 1988 at 6 (enphasis in
original). Later, M. Eby argues:

[ The prior art] fails to teach or suggest the
clained invention. For exanple, none of the
art contains any indication of the inportance
of application of zinc ions to the oral

mucosa. Both Loose and Mbdern Drug, in fact,

W note that the examiner's rejection included
reference to other prior art besides the Mdern Drug
Encycl opedia, and M. Eby's response naturally sought to
di stinguish his invention fromthese other references as well,
but it is the responses to the Mddern Drug Encycl opedi a that
@Qunirech cites.
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indicate to the contrary, with Loose
indicating principally an application to the
eyes, and Modern Drug requiring application
to the nostril or eyes. Neither of these
routes are included wthin the scope of the
claimed invention -- in fact, the inventor
has found that application to the oral nucosa
is critical, in that nasal application does
not appear to provide a conmon cold

treat ment.

Id. at 9-10 (enphasis in original). Simlarly, M. Eby also
says, "Furthernore, the inventor has on various occasions tested
a zinc gluconate spray intranasaly [sic], and it was not found to
be effective in cold treatnent.” 1d. at 5. 1In a separate, later
declaration, M. Eby stated to the exam ner that his early
experinents in the area had included use of a "zinc gluconate
nasal spray solution[]" and that these had resulted in "extrene
nasal pain." George Andrew Eby |1l Decl aration dated Decenber

13, 1988 at 5.

At this stage in claiminterpretation, the question
before us with respect to these statenents is whether they serve
to reveal the true nmeaning of the |anguage used in the clains
t hensel ves, with the proviso that, as di scussed above, we cannot
use the prosecution history to "enlarge, dimnish, or vary the
[imtations in the clainms.” Mrkman, 52 F.3d at 980. Fromits
pl eadi ngs, it appears that GunTech would like us to take the
prosecution history to show that the "true meani ng" of the phrase

"A method for treating . . ." in Cains 4 and 18 to be "A nethod,

19



not including those nethods involving a nasal spray, for treating
) n 21

We find that the prosecution history cannot so limt
our interpretation of the claim M. Eby's communication with
the PTO certainly nmakes clear that he is focused solely on
application to the oral nucosa, and that application to other
nmucosa, in particular the nasal nucosa, is not a part of his
claimed invention.*” M. Eby even, as quoted above, averred that

23

he had found a nasal spray to be ineffective. Nonet hel ess, we

cannot take these statenents to change the nmeaning of the claim
into a form pal atable to Gumlech. The plain |anguage of Clains 4

n 24

and 18 refers to "A nethod. Were we to enpl oy the prosecution

hi story to exclude various nethods fromthis |ocution, we would

“IAs di scussed above, the |anguage of the clains and
specification of the '465 patent show that the patent is
restricted to applications of zinc conpounds to the "lining of
the nouth, tongue, and throat." Quigley does not claimthat the
prosecution history in any way changes that definition

Qur findings above show that the clainms of the patent
are indeed Iimted to application of zinc gluconate to the
"l'ining of the nouth, tongue, and throat."

W do note that the statement in the March 4, 1988
Response, at |east, was made in the context of explaining why
application to the nasal, as opposed to oral, mnmucosa was outside
of his invention.

Wi le we may be struck with the breadth of the "a
nmet hod" |ocution in the patent clains, "[a]nbiguity, undue
breadt h, vagueness, and triviality are natters which go to claim
validity . . . not to interpretation or construction." |ntervet
Anerica, Inc. v. Kee-Vet Laboratories, Inc., 887 F.2d 1050, 1053
(Fed. Cr. 1989), and "[n]o matter how great the tenptations of
fairness or policy making, courts do not rework clainms. They
only interpret them" 1d.
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unquesti onably be "dimnishing”" the Ilimtation of the claim

which is exactly what we cannot do at this stage.?

®In support of its argument that the prosecution
hi story of the '465 patent forecloses application of that patent
to ZICAM and in particular in reply to Quigley's argunent that
counsel's statenents during patent prosecution ought not be read
tolimt the patent clains, QuniTech cites to a nunber of cases in
which a court has in fact used prosecution history estoppel to
limt the clainms made by an inventor. Moreover, Gunflech avers
that, in general, the cases in which the prosecution history is
used to |imt the patent clains greatly outnunber those in which
courts find that the statenents in the history were m staken and
do not give rise to estoppel. However, the cases to which
GQunilech poi nts address circunstances in which the court enployed
prosecution history estoppel in the context of analysis under the
doctrine of equivalents. As discussed above, the doctrine of
equivalents is only enployed followwng a finding that there is no
literal infringenent, and we are not yet at that stage. |Instead,
we are here still engaged in claiminterpretation, where the
standards are distinct fromthose pertaining to the doctrine of
equi val ent s.

Also with respect to the use of prosecution history,
the parties have devoted nuch space to briefing the clained
inplications of Intervet America, Inc. v. Kee-Vet Laboratories,
Inc., 887 F.2d 1050 (Fed. Cr. 1989), and it is therefore
appropriate to discuss it in sone detail here. In Intravet, the
inventor's counsel had, during the prosecution of the patent,
acconpani ed an anendnent of the clains sent to the PTOwth a
statement restricting the scope of the invention and the patent
clains. See id. at 1054. This statenent, however, was
admttedly false -- the invention was not limted in the way
counsel stated. See id. Moreover, notw thstanding counsel's
comrent, the clains thensel ves were never anended in a way
consistent with the comment, and the exam ner subsequently
approved themin the unanended form See id. Intravet held that
under such circunstances, in the context of interpreting the
clains, the attorney's remark could not override the clear
| anguage of the clains. See id. The court noted that, in
subsequently approving the patent, the exam ner was not msled or
decei ved by the attorney's statenents, and that the clains
therefore controlled the interpretation. See id.

Qui gl ey argues that under this holding, we cannot apply
statenments in the prosecution history to the patent clains.
Gumlech argues in reply that Intervet is applicable; the exam ner
here was i ndeed m sl ed because she relied on the representations
in M. Eby's comuni cations in approving the patent. Both
parties' clains with respect to Intervet have sone nerit.

(continued...)
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This brings us to the end of the "claiminterpretation”
portion of the analysis. As discussed above, we find that the
Clainms of the '465 patent are restricted to applications of zinc
gl uconate to the lining of the nouth, tongue, and throat. W
also find that the Clains do indeed extend to any nethod of
delivery to the Iining of the nouth, tongue, and throat, and in
particular to a nethod of delivery to the oral nucosa that
i nvol ves punping the zinc gluconate through the nose.

We now nove on to exam ne whether ZI CAMinfringes these

cl ai ns.

b. Infringenent Anal ysis

As stated at the outset, once we have established the
proper |egal construction of the clains, the question of whether
an accused product infringes these clains is one of fact. Here,
GQunifech argues that there is no disputed issue of material fact
with respect to infringenent, and that sunmary judgnent is
t herefore appropriate. Specifically, Gunifech contends that it is
undi sputed that ZICAMis not applied to the oral nucosa. It

offers the Decl aration of Gumlech International's president, Gary

(.. .continued)

Intervet clearly stands for the proposition, as Quigley argues,
that at the claiminterpretation stage, stray remarks in the
prosecution history cannot overcone the approved | anguage of the
claimthenselves. On the other hand, there is no claimhere that
M. Eby's statenments were not true with respect to the limts on
his clains, and, in particular, they show that he restricted his
clains to applications to the oral nucosa, and the clains

t hensel ves bear this out. 1In any event, we do not find the
Intervet case to be dispositive in either party's favor
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Kehoe, who states that ZICAMis not applied to the oral nucosa.
Al'so on the basis of Kehoe's Declaration, GunifTech avers that
ZICAMis a nasal gel, applied intranasally, and that it therefore
cannot infringe on the '465 patent.

In response to this, Qigley offers the affidavit of
Andrew Gol dberg, M D., who opines that ZICAMis in fact applied
to the oral nucosa. Gumlech raises a nunber of argunents as to
why this affidavit ought not to guide our decision here. First,
it argues that the affidavit does not, in any event, raise a
genui ne issue of material fact; second, it argues that the
affidavit is defective because Gol dberg is not conpetent to
testify as he does.

Gumlech contends that Gol dberg' s expert testinony
cannot raise a genuine issue of material fact because Col dberg
seeks to intrude into the province of the Court by defining how
the term"oral nucosa" should be defined in the patent. Wile
such a use of this affidavit may indeed be inappropriate, we do
not think that this is the use to which the Gol dberg Affidavit is
put here. Above, we have concluded that "oral nucosa", as used
in the '465 patent, nmeans "the lining of the nouth, tongue, and
throat". The CGoldberg Affidavit states that "it is my opinion
t hat when used as a nasal spray, the Zicam product delivers its
spray gel to the user in such a way as to result in the
application of zinc gluconiumto the oral nucosa as that termis
defined in United States Patent No. Re. 33,465." (ol dberg

Affidavit 4. On its face, and taking inferences in favor of
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the plaintiff as we nust, this does not appear to present us with
a legal conclusion, but instead provides a nedical opinion that
ZI CAM because of its constitution and neans of adm nistration,
does reach the "oral nucosa".

In support of its claimthat such expert testinony does
not create an issue of material fact, Gumlech cites to Southwal

Techs., Inc. v. Cardinal IG Co., 54 F.3d 1570 (Fed. G r. 1995),

Mar kman, 52 F.3d at 967, and Becton Dickinson & Co. v. C. R Bard,

Inc., 922 F.2d 792 (Fed. Cr. 1990). None of these cases directs

us to disregard Dr. CGoldberg's testinony. Southwall, Mrkman, and

Becton are easily distinguished because the expert testinony
di scussed -- and disregarded -- was in each case presented for

t he purpose of claimconstruction, see Southwall, 54 F.3d at

1577-78; Markman, 52 F.3d at 982, while the CGoldberg Affidavit is
proffered to present an issue of material fact at the

i nfringement anal ysis stage. *'

*Gol dberg's conclusions are cited by Quigley in a
section of their brief headed "ZICAMis a Method for Treating the
Conmon Col d Which Applies an Effective Dose of Zinc duconate to
The Oral Mucosa.” See Pl.'s Brief in Copp'n to Defs.' Mt. for
Summ J. at 15. Cdearly, the use of the CGol dberg Affidavit goes
to what it is that ZI CAM does, not what the patent clains nean.

*’Southwal | is a closer case with respect to this
because the party presenting the expert evidence had, according
to the court, conflated the processes of claiminterpretation and

literal infringenent, see Southwall, 54 F.3d at 1577. However,
even assum ng that Southwall was an infringement analysis, this
still would not conpel us to disregard Gol dberg's testinony. In

Southwal I the court's criticismof the expert testinony was that
to the extent that the testinony attenpted to define a term
(specifically, "sputter-deposited dielectric"), the testinony did
not go to how one "skilled in the art” would define that term
(continued...)
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In addition to this, Gumlech argues that Dr. ol dberg
iIs not conpetent to testify as he does because there is nothing
in his affidavit show ng that he reviewed the prosecution history
of the patent. Here again we find that Gunifech's anal ysis m sses
the point of the Goldberg Affidavit. Gunifech cites to two cases

in support of its conpetency claim Datascope Corp. v. SMEC

Inc., 879 F.2d 820, 828 (Fed. Cir. 1989) and Underwater Devices

Inc. v. Morrison-Knudsen Co., 717 F.2d 1380, 1390 (Fed. Gr.

1983). In Datascope, the district court had denied the
plaintiff's claimthat the defendant had willfully infringed its
patent, and had justified that finding by noting that the

def endant had obtained an opinion fromits attorneys that the
defendant's use did not infringe. The Federal Circuit reversed,
hol ding that the attorney's opinion could not have reached

certain inportant issues because there had been no review of the

2I(. .. continued)
and therefore the expert opinions as to the neaning of the words
were nerely |l egal conclusions. See Southwall, 54 F.3d at 1577-
78.

As noted in the text, we sinply do not read Col dberg's
Affidavit as an attenpt to define "oral nucosa" for us. W also
note that the question of what "oral nucosa" neans to one
"skilled in the art" is not raised in anyone's pl eadi ngs here.
It appears that GumTech may be interpreting Dr. Gol dberg's
affidavit to say in effect "ZICAMis indeed applied into the
nose, but I'mdefining 'oral nucosa to include the nose.”
Again, we do not read his statenment that way.

Further, the only evidence that Gumlech forwards to
show that ZICAMis not applied to the oral nucosa is the
decl aration of GunmTech International's president, Gary Kehoe, yet
that declaration itself contains no definition of "oral nucosa"
as Kehoe used it in making his factual declaration. Since the
initial burden at summary judgnent is on the novant, to the
extent that the Gol dberg Affidavit is no good, it is unclear how
Gunmlrech woul d neet its burden with the Kehoe Decl aration.
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prosecution history. See Datascope, 879 F.2d at 828. dearly, in

Dat ascope the opinion in question went to | egal questions
regarding infringenent, a readily distinguishable context from
Dr. ol dberg's opi nion about whi ch nucosa ZlI CAM r eaches.

Simlarly, in Underwater Devices the court considered

whet her an attorney's opinion absolved the client of bad faith in
its infringing activities, and found that the lawer’s failure to
consult the prosecution history, anong other things, prevented
his opinion frombeing a proper infringenent opinion. See

Underwat er Devices, 717 F.2d at 1390. Once again, this involves

an opinion that was intended to go to the | egal question of
i nfringenent, which is not what Dr. Goldberg's Affidavit goes to
her e.

We therefore find that Dr. CGol dberg's testinony
regarding to which nucosa ZICAMis actually applied, based as it
is on his experience as a nedical doctor, is conpetent despite
his apparent failure to have reviewed Quigley's patent docunents.

Gumrlech al so argues that M. Eby had every opportunity
to patent the nasal gel, but that he failed to do so both in
prosecuting the original '070 patent and the rei ssue '465 patent.
Mor eover, Q@unilech avers, "Eby clearly surrendered any right to
met hods i nvol ving application of zinc via the nose by anendi ng
his patent clains in his original patent application to limt
themto nmethods of applying zinc to the oral nucosa," and that
ol dberg's affidavit should not allow Quigley to change that
position. Defs.' Reply Brief in Supp. of Mot. for Summ J. at 8.
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This argunent ignores the claimthat Quigley clearly nakes here:
that ZICAMis a product that delivers zinc gluconate to the oral
mucosa through the nose.?® That is, according to Quigl ey,
application of a spray to the nose is not inconsistent with
application to the oral nucosa. This claimis exactly what the
ol dberg Affidavit supports, not any claimabout the neaning of
any termin the patent.

The ' 465 patent, as the exam ner approved it, clearly
clains “a nmethod” of application of zinc gluconate to the oral
mucosa. According to Dr. Gol dberg, Gunlech has conme up with a
way to do that through the nose. @unTech says that this isn't
so. This is on its face a dispute of material fact as to the

infringenment of the '465 patent by ZICAM and therefore summary

#Inits pleadings, Qigley also, as noted above,
argues that ZICAM s instructions for use, to include the
instruction that users clear the nasal passageway prior to
punmping ZICAMin, showthat ZICAMis neant to go to the ora
mucosa. In reply, Gunifech argues that such statenments, as nere
clains within a pleading, are not in evidence, and that "there is
no evidence in the record to establish that a user who foll ows
[ZICAM s directions for use] will sonehow mracul ously 'saturate
the lining of the throat, nmouth and tongue.'" Defs.' Reply Brief
in Supp. of Mdt. for Summ J. at 20. Again, this appears to
reverse the burdens applicable here. Gunmlech seens to assune
that there is some formof presunption in place in this case that
sinply because ZICAMis clainmed to be a "nasal gel" and because
it is adm nistered through a nasal punp, then it nust work on the
nasal nucosa and not the oral nucosa. However appealing this may
be to a | ayperson's common sense, Qunilech does not cite any
authority that would allow us to give legal effect to such a
presunption, especially here at the summary judgnent stage, where
i nferences are taken for the non-noving party, nor is this
anyt hi ng of which we can take judicial notice. W are |eft,
therefore, with, one the one hand, Kehoe's Declaration that ZlI CAM
is not applied to the oral nmucosa, and, on the other, Gol dberg's
Affidavit that it is indeed so applied.
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j udgnent may not be granted here on the question of literal
i nfringement. ?°

2. I nf ri ngenment Thr ough
the Doctri ne of Equival ents

The parties have extensively and fully briefed the
guestion of infringement under the doctrine of equival ents:
Gumlech argues that it should be granted sumrary judgnent on any
infringenent clainms arising fromthe doctrine of equivalents, and
Qui gl ey has responded with argunments to the contrary. However,
as di scussed above, we enploy the doctrine of equivalents only
after a finding that there is no literal infringenment. W have
found above that there exist disputed issues of material fact as

to whether there is literal infringement of the '465 patent by

*As discussed at the outset of our discussion of
Clains 4 and 18, CGuniTech al so argues that ZI CAM does not infringe
the '465 patent because it in any event does not remain in
contact with the oral nucosa for a period of tine sufficient to
saturate the oral mucosa, a requirenent that is an el enment of the
patent clains. Although we have found a di sputed issue of
material fact as to whether ZI CAMreaches the oral nucosa, this
of course does not necessarily foreclose summary judgnment with
respect to literal infringenment on the grounds that ZlI CAM does
not remain in contact with such nucosa | ong enough, since if
ZICAM fails to neet any one of the elenents of the patent clains,
it does not literally infringe.

The only evidence that GunTech brings to bear on this
i ssue appears to be the Gary Kehoe's declaration that ZICAMi s
not applied to the oral nucosa in the first place. On the other
hand, the only evidence that Quigley brings to bear in opposition
appears to be Dr. CGoldberg's affidavit stating that ZlI CAM does
reach the oral nucosa.

On bal ance, we find that Gumlech's evidence as to the
duration of ZICAM s application to the oral nmucosa (or |ack
thereof) is not sufficient to show that there is no issue of
material fact with respect to this duration. Gumlech therefore
does not carry its initial burden on summary judgnment wth
respect to this issue, and we will not discuss it further.
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ZI CAM and consequently it would be premature for us to consider
now t he argunents under the doctrine of equivalents that are
before us. Naturally, these argunents nmay be reasserted, if

appropriate, later in these proceedings.

[11. Conclusion

W interpret the Clainms in the '465 patent to extend to
any net hod of applying zinc gluconate to the |ining of the nouth,
tongue, and throat. Under this claiminterpretation, there exist
di sputed issues of material fact as to whether ZI CAMinfringes
the '465 patent, and therefore the defendants' notion for summary

judgnment on the allegations of infringenent nust fail.
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I N THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

THE QUI GLEY CORPORATI ON : ClVIL ACTI ON
V. :
GUMTECH, I NC. et al. NO. 99-5577
ORDER
AND NOW this 9th day of March, 2000, upon
consi deration of defendants' notion for sunmary judgnent,
plaintiff's response thereto, and defendants' reply thereto, and
for the reasons stated in the acconmpanyi ng Menorandum it is
hereby ORDERED t hat defendants' notion for summary judgnent is
DENI ED.

BY THE COURT:

Stewart Dal zell, J.



